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DETAILED ACTION 
Information Disclosure Statement 

The Information disclosure statement (IDS) submitted on 2/27/04 is 
acknowledged. The submission is in compliance with the provisions of 37 CFR 
1.97 and 1.98. Accordingly, the information disclosure statement is being 
considered by the examiner. 

Claim Rejections - 35 USC §112 

Claims 1-4, 13-14, 16-17, 23-24, 32-33, 36, and 46 are rejected under 35 
U.S.C. 1 12, second paragraph, as being indefinite for failing to particularly point 
out and distinctly claim the subject matter which applicant regards as the 
invention. 

As to claims 1, 23, and 36, a "bipolar cardiac lead" (In 1) is recited, the 
examiner inquires whether or not a bipolar cardiac lead contains more than one 
electrode or "an electrode" as recited. 

As to claims 1, 23, and 36, "to affix the electrode housing to the cardiac 
tissue" is recited, an apparatus cannot claim connection to a human, it is 
suggested to use "adopted to" or "for affixing". 

As to claim 1, it is unclear what "electrically active" means (In 10), no pulse 
generator has been set forth to apply a potential, therefore making a screw 
electrically active. 

As to claim 2, "externally threaded plug" and "internally threaded collar" 
are recited, these terms are inferential^ included, it is unclear if applicant is 
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positively reciting them or functionally reciting them. They should be positively 
set forth first before they are use in the claim. 

As to claim 3, "self-sealing opening" is recited, this term is inferential^ 
included, it is unclear if applicant is positively reciting them or functionally reciting 
them. They should be positively set forth first before they are use in the claim. 

As to claims 4 and 24, a "screwdriver tipped stylet" lacks antecedent basis 
due to the lack of an active claim language in claims 3 and 23 (i.e. "configured for 
engagement with a screwdriver"). It is unclear if the Applicant is positively 
reciting them or functionally reciting them. They should be positively set forth 
first before they are use in the claim. 

As to claims 13-14, 32-33, and 46, "anode" and "cathode" are recited, no 
voltage generator has been set forth to apply a potential, it is suggested to use 
"adapted to serve". 

As to claims 16 and 17, an apparatus cannot claim connection to a 
human, it is suggested to use "adapted to penetrate". 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 

U.S.C. 102 that form the basis for the rejections under this section made in this 

Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 
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Claims 1, 5-6, 20, and 36-37 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Weiss et al. (4299239). Weiss et al. discloses an Epicardial heart 
lead assembly, a helical-shaped screw (fig 5B, 50), an insertion tool considered 
to be a guiding sheath (fig 4A, 60), wherein a screwdriver tool (fig 4A, 70) is 
inserted into the insertion tool, a coil conductor (fig 1, 34), and membrane (fig 1, 
52). 

Claims 1, 20, 22-23, and 31 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Vachon (5531780). Vachon discloses a pacing lead (fig 1 , 20), 
electrode assembly (fig 1, 36), considered to be an electrode housing, a helical 
electrode (fig 2, 82), and connector assembly (fig 1 , 28). 

Claims 1, 20, 22-23, and 31 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Helland (5545201). Helland discloses a bipolar pacing lead (fig 2, 
20), a helical electrode (fig 3, 44), connector assembly (fig 2, 28), and internal 
bore (fig 4, 74) capable of functioning as a screwdriver tip. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in this 

Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 
122(b), by another filed in the United States before the invention by the applicant for patent or 
(2) a patent granted on an application for patent by another filed in the United States before 
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the invention by the applicant for patent, except that an international application filed under 
the treaty defined in section 351(a) shall have the effects for purposes of this subsection of an 
application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 1-2, 20, 22-23, and 31 are rejected under 35 U.S.C. 102(e) as 
being anticipated by Doan et al. (68199590). 

Doan et al. discloses pacing lead (fig 1, 20), helical electrode (fig 2, 44), 
spiral track member (fig 6, 122) and follower member (fig 6, 140), and connector 
assembly (fig 1, 28). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

Claims 2-4, 23-25, 31, and 35 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Weiss et al. (4299239) in view of Doan et al. (6819959). 

Weiss et al. discloses the claimed invention except for the externally 
threaded plug and internally threaded collar. Doan et al. teaches that it is known 
to use spiral track member (fig 6, 122) and follower member (fig 6, 140) to 
provide a means for screwing a helical-shaped electrode into the heart. It would 
have been obvious to one having ordinary skill in the art at the time the invention 
was made to modify the device of Weiss et al., with a spiral track member and 
follower member, wherein the follower member is not externally threaded but 
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capable of performing a corkscrew-like rotation, as taught by Doan et al., in order 
to provide a means for screwing a helical-shaped electrode into the heart. 

Claims 7, 13-14, 38, and 44-45 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Weiss et al. in view of Dutcher el al. (4357946). 

Weiss et al. discloses the claimed invention except for the ring electrode 
and the use of a ring electrode as an anode and a helical screw as a cathode. 
Dutcher el al. teaches that it is known to use a ring electrode (fig 3, 38) as an 
anode and a helical fixation screw as a cathode to provide a bipolar pacing mode 
(col 1 In 64-66). It would have been obvious to one having ordinary skill in the art 
at the time the invention was made to modify the device of Weiss et al., with a 
ring electrode as an anode and a helical fixation screw as a cathode, as taught 
by Dutcher el al., in order to provide a means for a bipolar pacing mode. 

Claims 14-15 and 46-47 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Weiss et al. and Dutcher et al. as applied to claims 7 and 37 
above, and further in view of Helland (5545201). 

Weiss et al. and Dutcher et al. discloses the claimed invention except for 
the insulator and proximal portion of a helical screw as an anode. Helland 
teaches that it is known to use a center electrode (fig 3, 46), an intermediate 
insulator (fig 3, 48), and an outer electrode (fig 3, 50) to provide a proximal 
portion of a helical screw electrode as an anode. It would have been obvious to 
one having ordinary skill in the art at the time the invention was made to modify 
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the devices of Weiss et al. and Dutcher et al., with a center electrode, an 
intermediate insulator, and an outer electrode, as taught by Helland, in order to 
provide a helical screw electrode the capability to function as an anode and 
cathode. 

Claims 8-10, and 39-41 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Weiss et al. and Dutcher el al. as applied to claim 7 above, 
and further in view of Gates (5697964). 

Weiss et al. and Dutcher et al. disclose the claimed invention except for 
the insulating tube including silicone and a steroid. Gates teaches that it is 
known to use steroid-silicone compound ring (fig 2, 40) considered to be an 
insulating tube to provide the elution of a steroid. It would have been obvious to 
one having ordinary skill in the art at the time the invention was made to modify 
the device of Weiss et al. and the ring electrode of Dutcher et al., with the 
steroid-silicone compound ring, as taught by Gates, in order to provide insulation 
between a helical screw and ring electrode, and the elution of a steroid to 
eliminate inflammation in a biological organism. 

Claims 12, 18, and 43 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Weiss et al., Dutcher et al., and Gates as applied to claim 10 
above, and further in view of Vachon (5531780). 

Weiss et al., Dutcher et al., and Gates discloses the claimed invention 
except for the about 1 5% to 25% by weight of steroid. Vachon teaches that it is 
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known to use between 0.01% to 50% by weight steroid (col 8, In 25-26) in a 
steroid-eluting dart structure (fig 2, 62) to provide an anti-inflammatory or 
therapeutic reaction within a biological organism. It would have been obvious to 
one having ordinary skill in the art at the time the invention was made to modify 
the devices of Weiss et al., Dutcher et al., and Gates, with a steroid-eluting dart 
structure with between 0.01% to 50% by weight steroid, wherein 15% to 25% by 
weight steroid is within the range of 0.01% to 50% by weight steroid, as taught by 
Vachon, in order to provide an anti-inflammatory or therapeutic reaction within a 
biological organism. 

Weiss et al. discloses the claimed invention except for the fixation pin 
within a helical screw. Vachon teaches that it is known to use a pointed 
projection (fig 6, 172) considered to be a pin to provide fixation to heart tissue. It 
would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify the device of Weiss et al., with a pointed projection 
within a helical screw electrode, as taught by Vachon, in order to provide fixation 
to heart tissue. 

Claims 16-17 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Weiss et al. in view of Rubin (5374287). 

Weiss et al. discloses the claimed invention except for the helical screw 
penetrating heart tissue up to about 10mm or in the range of 3mm to 10mm. 
Rubin teaches that it is known to use corkscrew-shaped electrodes having a 
length of about 5 mm to provide pacing and sensing of cardiac signals. It would 
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have been obvious to one having ordinary skill in the art at the time the invention 
was made to modify the device of Weiss et al., with corkscrew-shaped electrodes 
having a length of about 5 mm, wherein 5mm is considered to be about 10mm 
and within the range of 3mm to 10mm, as taught by Rubin, in order to provide 
penetration into the heart tissue of up to 5mm to pace and sense cardiac signals. 

Claim 19 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Weiss et al. in view of Rubin (5374287) and Vachon (5531780). 

Weiss et al. discloses the claimed invention but does not disclose 
expressly the length of 7mm to 10mm for a helical screw and a length of 5mm to 
7mm for a fixation pin. It would have been an obvious matter of design choice to 
a person of ordinary skill in the art to modify the corkscrew-shaped electrodes 
having a length of about 5 mm, as taught by Rubin, and a pointed projection 
considered to be a fixation pin, as taught by Vachon, with the length of 7mm to 
10mm for a helical screw and a length of 5mm to 7mm for a fixation pin, because 
Applicant has not disclosed that the length of 7mm to 10mm for a helical screw 
and a length of 5mm to 7mm for a fixation pin provides an advantage, is used for 
a particular purpose, or solve a stated problem. One of ordinary skill in the art, 
furthermore, would have expected the Applicant's invention to perform equally 
well with corkscrew-shaped electrodes having a length of about 5 mm, as taught 
by Rubin, and a pointed projection considered to be a fixation pin, as taught by 
Vachon, because it provides penetration into heart tissue to pace and sense 
cardiac signals, and fixation to the heart tissue, and since it appears to be an 
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arbitrary design consideration which fails to patentably distinguish over Rubin 
and Vachon. 

Therefore, it would have been an obvious matter of design choice to 
modify Rubin and Vachon to obtain the invention as specified in the claim(s). 

Claim 21 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Weiss in view of Gates (5697964). 

Weiss et al. discloses the claimed invention except for the insulating 
sheath of biocompatible material. Gates teaches that it is known to use a 
cylindrical element (fig 4, 110) covering a conductor coil, which is preferably 
formed from a biocompatible nonconductive material (col 6, In 11-13) to eliminate 
rejection of a foreign object within a biological organism. It would have been 
obvious to one having ordinary skill in the art at the time the invention was made 
to modify the device of Weiss et al., with a cylindrical element covering a 
conductor coil, which is preferably formed from a biocompatible nonconductive 
material, as taught by Gates, in order to eliminate rejection of a foreign object 
within a biological organism. 

Claim 22 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Weiss in view of Vachon (5531780). 

Weiss et al. discloses the claimed invention except for the connector. 
Vachon teaches that it is known to use a connector assembly (fig 1 , 28) at a 
proximal end of a pacing lead to provide an electrical connection from a power 
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source to the heart. It would have been obvious to one having ordinary skill in 
the art at the time the invention was made to modify the device of Weiss et al., 
with a connector assembly at a proximal end of a pacing lead as taught by 
Vachon, in order to provide an electrical connection from a power source to the 
heart. 

Claims 26-28 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Weiss and Doan as applied to claim 23 above, and further in view of Gates 
(5697964) and Dutcher et al. (4357946). 

Weiss et al. and Doan et al. disclose the claimed invention except for the 
insulating tube including silicone and a steroid. Gates teaches that it is known to 
use steroid-silicone compound ring (fig 2, 40) considered to be an insulating tube 
to provide the elution of a steroid. It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to modify the devices 
of Weiss et al. and Doan et al., with the ring electrode of as taught by Dutcher et 
al., and with the steroid-silicone compound ring, as taught by Gates, in order to 
provide the elution of a steroid via an insulating tube-shaped structure within an 
electrode ring. 

Weiss et al. and Doan et al. disclose the claimed invention except for the 
ring electrode and the use of a ring electrode as an anode and a helical screw as 
a cathode. Dutcher el al. teaches that it is known to use a ring electrode (fig 3, 
38) as an anode and a helical fixation screw as a cathode to provide a bipolar 
pacing mode (col 1 , In 64-66). It would have been obvious to one having 
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ordinary skill in the art at the time the invention was made to modify the devices 
of Weiss et al. and Doan et al., with a ring electrode as an anode and a helical 
fixation screw as a cathode, as taught by Dutcher el al., in order to provide a 
means for a bipolar pacing mode. 

As to claims 1 1 , 29, and 42, Weiss et al., Dutcher et al., Doan et al., and 
Gates disclose the claimed invention except for durometer of about 40 to 90 
Shore A. It would have been obvious to one having ordinary skill in the art at the 
time the invention was made to use a durometer of about 40 to 90 Shore A, since 
it has been held to be within the general skill of a worker in the art to select a 
known material on the basis of its suitability for the intended use as a matter of 
obvious design choice. 

Claim 30 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Weiss et al., Doan et al., Dutcher et al., and Gates as applied to claim 28 above, 
and further in view of Vachon (5531780). 

Weiss et al., Dutcher et al., Doan et al., and Gates disclose the claimed 
invention except for the about 15% to 25% by weight of steroid. Vachon teaches 
that it is known to use between 0.01% to 50% by weight steroid (col 8, In 25-26) 
in a steroid-eluting dart structure (fig 2, 62) to provide an anti-inflammatory or 
therapeutic reaction within a biological organism. It would have been obvious to 
one having ordinary skill in the art at the time the invention was made to modify 
the devices of Weiss et al., Dutcher et al., Doan et al., and Gates, with a steroid- 
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eluting dart structure with between 0.01% to 50% by weight steroid, wherein 15% 
to 25% by weight steroid is within the range of 0.01% to 50% by weight steroid, 
as taught by Vachon, in order to provide an anti-inflammatory or therapeutic 
reaction within a biological organism. 

Claim 32 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Weiss et al. and Doan et al. as applied to claim 31 above, and further in view of 
Dutcher et al. (4357946). 

Weiss et al. and Doan et al. disclose the claimed invention except for the 
ring electrode and the use of a ring electrode as an anode and a helical screw as 
a cathode. Dutcher el al. teaches that it is known to use a ring electrode (fig 3, 
38) as an anode and a helical fixation screw as a cathode to provide a bipolar 
pacing mode (col 1, In 64-66). It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to modify the device of 
Weiss et al. and Doan et al., with a ring electrode as an anode and a helical 
fixation screw as a cathode, as taught by Dutcher el al., in order to provide a 
means for a bipolar pacing mode. 

Claims 33-34 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Weiss et al., Doan et al., and Dutcher as applied to claim 33 above, and 
further in view of Helland (5545201). 

Weiss et al., Doan et al., and Dutcher et al. disclose the claimed invention 
except for the insulator and proximal portion of a helical screw as an anode. 
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Helland teaches that it is known to use a center electrode (fig 3, 46), an 
intermediate insulator (fig 3, 48), and an outer electrode (fig 3, 50) to provide a 
proximal portion of a helical screw electrode as an anode. It would have been 
obvious to one having ordinary skill in the art at the time the invention was made 
to modify the devices of Weiss et al., Doan etai., and Dutcher et al., with a center 
electrode, an intermediate insulator, and an outer electrode, as taught by 
Helland, in order to provide a helical screw electrode the capability to function as 
an anode and cathode. 



Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Berthelsen (4953564) discloses a screw-in drug eluting 
lead. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Bryan M. Jackson whose telephone number 
is 571-272-7335. The examiner can normally be reached on Monday through 
Friday, 8:30am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Angela Sykes can be reached on 571-272-4955. The fax 
phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). 



GEORGE R. EVANISKO 
PRIMARY EXAMINER 




